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DETAILED ACTION 

This action is in response to applicant's amendment received on 04/15/2008. 
The examiner acknowledges the amendments made to the claims. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1 and 29 recite the limitation "said abutting location" in lines 12 and 13, 
respectively. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 


Application/Control Number: 10/614,352 Page 3 

Art Unit: 3734 

4. Claims 1-3, 8, 10, 11, 18-20, and 29 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Adams (U.S. Patent No. 6,099,552). 

Claims 1-3, 8, 10, 11, 18-20, and 29 : Adams discloses a cylindrical shaft or body 
portion 100 movable through an opening in body tissue made of a metal (col. 2, lines 
46-50) capable of use in soft tissue or bone defining a longitudinal central axis and 
including a first end and a second end, the second end including a pointed end portion 
102 being conical in shape and operative to pierce body tissue and form an opening 
when a force is applied against a trailing end of the cylindrical body in a direction 
extending along the longitudinal central axis of the cylindrical body, and having a central 
axis which is coincident with the longitudinal central axis of the cylindrical body, and a 
first passage 104 being substantially parallel each extending through the body portion 
orthogonal to the longitudinal central axis which allow for the threading of a suture, said 
first passage located in close abutting proximity to said second end, whereby a suture 
threaded through said first passage may be pulled to thereby rotate the implant and 
move said second end in a pulling direction, said abutting location providing improved 
rotational leverage as compared to a location more distal to said second end , wherein 
the first passage is formed proximate said second conical end portion extending through 
the cylindrical body in a direction transverse to the longitudinal central axis of the 
cylindrical body, and a second passage 104 extending through the cylindrical body 
substantially parallel to the first passage and disposed further from said conical end 
portion than said first passage or further from said second end than said first passage or 
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being located proximate mid-length of the cylindrical body, and allowing for threading of 
a suture (Figure 1). 


Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1 2-1 7 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Adams (U.S. Patent No. 6,099,552). 

Claims 12-17 : Adams discloses the claimed device except for the cylindrical shaft 
being made of allogenic, autogenic, xenogenic, cortical bone, or a single piece of freeze 
dried bone, or made of a material selected from the group consisting of a metal, metal 
alloy, biodegradable material and bioerodible material, wherein the suture is secured 
relative to a body tissue being soft tissue or bone. It would have been obvious to one of 
ordinary skill in the art to use any of the above materials in either soft tissue or bone 
with the device of Adams, since it was known in the art that these materials are used 
with suture devices with soft tissue or bone. 
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7. Claims 21 and 26-27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Adams (U.S. Patent No. 6,099,552) in view of Whittaker (U.S. Patent No. 
5,417,712). 

Claims 21 and 26-27 : Adams discloses the claimed device (see paragraph 4 above), 
except for having the first passage being formed to extend partially through the 
cylindrical body and partially through the pointed end portion. 

Whittaker teaches a tissue-suturing apparatus with a passage used for threading 
suture that is formed partially in body portion 6 and partially in the pointed end portion 
portion, as seen in Figures 19, 21 A, 22, 25, 28, and 36. It would have been obvious to 
one of ordinary skill in the art at the time of invention to modify Adams by having one of 
the passages being formed partially in the body portion and partially in the pointed end 
portion, as taught by Whittaker, since applicant has not disclosed that having the 
passage being formed partially in the body portion and partially in the pointed end 
portion solves any stated problem or is for any particular purpose and it appears that the 
device of Adams would perform equally well with a passage formed partially in the body 
portion and partially at its pointed end. 

8. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Adams 
(U.S. Patent No. 6,099,552) in view of Schwartz (U.S. Patent No. 6,306,159) and 
Hayhurst (U.S. Patent No. 4,741,330). 

Claim 24 : Adams discloses the claimed device, as described in paragraph 4 above, 
except for a suture extending and being threaded through said first passage and second 
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passage and being operative to rotate when under tension, and a retainer connected to 
the suture for maintaining the tension in the suture which has a first configuration in 
which the retainer is freely slidable along the suture and a second configuration in which 
the retainer is secured and connected to the suture for maintaining the tension in the 
suture. 

Schwartz teaches a suture 40 being passed through and extending through first 
24 and second 26 passages and being threaded through said first passage and said 
second passage, wherein the suture is operative to rotate an anchor 20 when under 
tension, and a retainer connected to the suture for maintaining the tension in the suture 
(Figures 4-7; abstract, col. 2, lines 14-16). It would have been obvious to one of 
ordinary skill in the art at the time of invention to modify Adams with the suture and 
retainer of Schwartz, in order to close a tissue defect, thereby promoting healing (col. 4, 
lines 11-13). 

Hayhurst teaches a retainer having a first configuration in which the retainer is 
freely slidable along the suture and a second configuration in which the retainer is 
secured and connected to the suture for maintaining the tension in the suture (see 
abstract, Figures 13-14, col. 8, lines 25-32). It would have been obvious to one of 
ordinary skill in the art at the time of invention to provide a freely slidable retainer along 
the suture and being secured to the suture in order to maintain tension, as taught by 
Hayhurst, to Adams in order to facilitate applying and maintaining tension to the sutures 
to properly promote tissue healing (col. 3, lines 29-35). 
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9. Claim 25 rejected under 35 U.S.C. 103(a) as being unpatentable over Adams 
(U.S. Patent No. 6,099,552) in view of Schwartz (U.S. Patent No. 6,306,159) and 
Hayhurst (U.S. Patent No. 4,741,330), as applied to claim 24 above, and further in view 
of Egan (U.S. Patent No. 6,106,545). 

Claim 25 : Adams, Schwartz, and Hayhurst disclose the claimed device as discussed 
above, except for a retainer made of a material that becomes flowable when ultrasonic 
vibratory energy is applied. 

Egan teaches a retainer 24 connected to a suture 22 that is made of a material 
that becomes flowable when ultrasonic vibratory energy is applied so that no knot is 
required to fix the suture in place (col. 3, lines 5-30). It would have been obvious to one 
of ordinary skill to provide a retainer that becomes flowable when ultrasonic vibratory 
energy is applied, as taught by Egan, to Adams, Schwartz, and Hayhurst since it was 
known in the art that retainers maintain tension in sutures and that retainers made of 
flowable material are beneficial in avoiding the challenging step of knotting the suture in 
place. 
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10. Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Adams 
(U.S. Patent No. 6,099,552) in view of Schwartz (U.S. Patent No. 6,306,159) and 
Hayhurst (U.S. Patent No. 4,741,330), as applied to claim 24 above, and further in view 
of Huxel (U.S. Patent No. 6,503,259). 

Claim 28 : Adams, Schwartz, and Hayhurst disclose the claimed device as discussed 
above, except for a force distribution member being disposed between the retainer and 
the body tissue. 

Huxel teaches a force distribution member 16 being disposed between a retainer 
and body tissue (Figure 8). It would have been obvious to one of ordinary skill in the art 
at the time of invention to provide a force distribution member, as taught by Huxel, to 
Adams, Schwartz, and Hayhurst in order to avoid over compression in one portion of 
tissue and to evenly distribute force on the surface of tissue (col. 4, lines 12-16). 

Response to Arguments 

1 1 . Applicant's arguments with respect to claims 1 -3, 8, 1 0-21 , and 24-29 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DIANE YABUT whose telephone number is (571)272- 
6831 . The examiner can normally be reached on M-F: 9AM-4PM EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Diane Yabut/ 
Examiner, Art Unit 3734 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 


